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Background

This guidance is for sponsors applying for a variation to the Australian Register of
Therapeutic Goods (ARTG) entry of a medical device or IVD medical device.

It is important that the information included in the ARTG is kept up-to-date and is correct from
a public health, regulatory and transparency point of view. When any information included in
the ARTG has changed, the sponsor should consider if they need to request us to vary the
respective ARTG entry.

If you want to correct an ARTG entry that is incomplete or incorrect, you will need to apply to
us under subsection 9D (1) of the Therapeutic Goods Act 1989 by submitting either a
Variation to Class IlI/AIMD, IVD Variation or Device Change Request (DCR) application.

Changes that may require variation of an ARTG entry:

» Information entered on the ARTG is not complete or correct
e Manufacturer’s details (e.g. name or address) have changed

e Change of GMDN code by the manufacturer to a more relevant, active, or preferred
code

o Change to the intended purpose of the device by the manufacturer (e.g. broadening
or reducing clinical indications)

e Manufacturer has added or removed product variants

o Total number of devices has changed (increased or decreased)

e Manufacturer changed the Unique Product Identifier (UPI)

o Sponsor wants to vary the list of IVD devices included in the ARTG entry

There is no legislated timeframe for the evaluation of an application to vary an ARTG.

Please note

This guidance does not cover notification of a change in sponsorship or
change of sponsor name. For these changes, you are required to complete

the relevant form related to the changes and make the relevant declarations
which are processed under regulation 10F of the Therapeutic Goods
Regulations 1990. Change of Sponsor forms are available on our website.

Decision to vary an entry

Decisions about variations of ARTG entries are made under Section 9D of the Therapeutic
Goods Act 1989. We will vary the ARTG entry if the sponsor requests a variation that:

e reduces the class of persons for whom the kind of medical device is suitable, or
e adds a warning, restriction or precaution.
We will not accept a request for variation if:

o the result of the proposed variation would be that the device is no longer a device of
the same kind, or
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« the proposed variation indicates any reduction in the quality, safety or performance of
the medical device for the purposes for which it is to be used.

An application to vary an ARTG must not change the kind of device and must meet the
criteria of 41BE of the Therapeutic Goods Act 1989.

41BE - Therapeutic Goods Act

41BE of the Therapeutic Goods Act (the Act) states that a device is the taken to be of
the same kind as another medical device if they:

(a) have the same sponsor; and

(b) have the same manufacturer; and

(c) have the same device nomenclature system code; and
(d) have the same medical device classification; and

(e) are the same in relation to such other characteristics as the regulations prescribe,
either generally or in relation to the medical devices of the kind in question.

Unique Product Identifier (UPI)

For Class lll, Class AIMD, and Class 4 IVD medical devices (excluding immunohaematology
reagents that are Class 4 IVDs), and IVD companion diagnostics, the unique product
identifier (UPI) also defines the kind of medical device. Regulation 1.6 of the Therapeutic
Goods (Medical Device) Regulations 2002 specify this in relation to s 41BE(1)(e ) of the Act.

Variant

The Regulations dictionary defines a ‘variant’ as a medical device, the design of which has
been varied, to accommodate different patient anatomical requirements (for example,
relating to the shape, size, length, diameter, or gauge of the device) or any other variation
approved by the Secretary for this definition, if the variation does not change the intended
purpose of the device.

If you are unsure whether you need to make an application to vary your ARTG, please
contact the Devices Information Team.

How to vary an entry in the ARTG

Fees

The current fees for variations to an ARTG inclusion can be found in our Schedule of fees
and charges under ‘Variations’. These are set in accordance with Schedule 9, Part 2 ltem 2A
of the Therapeutic Goods Regulations 1990.

The application fee for a Variation is different depending on the class of the medical device.
The fee paid for the application is not refundable.

The variation fee for relinking manufacturer evidence from an EU MDD certificate to an EU
MDR certificate is reduced. An application can include up to 10 ARTG entries under the one
fee, if all of them are relinking to the same manufacturer evidence ID.
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Forms

The variation application forms are located within the sponsor TGA Business Services (TBS)
online portal.

There are three application forms available:

1. Class llI/AIMD variation application form
2. Request change application form (Device Change Request)

3. IVD Variation application form

Class II/AIMD variation application form

A variation form is designed to request variation of the information included in the ARTG for a
specific device of the kind of which is either Class Il or Class AIMD.

A variation can be submitted to vary the UPI, total number of devices, functional description
or product variant list.

Note that an ARTG entry is not limited to the information visible in the public ARTG entry. It
also includes any supporting information provided with the dossier or subsequent variations
that are held by us and were considered to be relevant to the initial decision.

The following information should be attached to the variation application to substantiate any
changes and that demonstrate that the variation does not reduce the quality, safety or
performance of the medical device:

* Sponsor explanation of changes

» Design Examination certificate or equivalent document, if applicable

e Manufacturer’s Declaration of Conformity (DoC), if applicable

o Instructions for Use (IFU), if applicable

» Information provided with the device (labelling), if applicable

» Surgical technique, if applicable

e Approval of significant change document from the notified body, if applicable

In cases where the design of the device has changed, the manufacturer is requested to
demonstrate that the variation neither indicates any significant change of the intended
purpose of the devices of the kind, nor results in the device no longer being the device of the
same kind.

All changes must be approved by the relevant notified body issuing the certification for that
specific kind of device. This process must be completed prior to seeking a variation of your
ARTG entry.

Class lll — Software for programming another medical device

For Class Il software that is used for the programming of another medical device and the
software has been versioned to incorporate a new medical device (Class Il or Class AIMD),
the new (hardware) device must first be approved by us prior to the submission of a variation
application.
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We will process these variations within a target timeframe of 3-5 business days to allow for
the transition of the software device to be used with the (hardware) devices for which it is
intended.

Device Change Request (Request Change) Application
Form

A Device Change Request (DCR) is the most frequently used form to vary information in the
ARTG entry for medical devices and IVD medical devices

A Device Change Request can be submitted to vary manufacturer details, GMDN code and
term, intended purpose, and de-linking and re-linking manufacturer evidence ID.

The following information can be attached to the Device Change Request application to
substantiate any changes and do not reduce the quality, safety or performance of the
medical device or IVD medical device:

o Additional supporting documentation (e.g. manufacturer or notified body letter)
» Design Examination certificate or equivalent document, if applicable

e Manufacturer’s Declaration of Conformity (DoC), if applicable

o Instructions for Use (IFU), if applicable

» Information provided with the device (labelling), if applicable

o Surgical technique, if applicable

o Approval of significant change document from the notified body, if applicable

Note

o The sponsor of an ARTG entry (or agent on behalf of the sponsor) is the
only person who can request to vary that entry. A DCR application from
someone who is not the sponsor of the ARTG entry will not be processed.

Multiple ARTG entries — Same change

The sponsor can submit one DCR form for up to 10 ARTG entries where the request is the
same for each entry.

Request for information

We may ask you for more information under section 41JA or section 31 of the Therapeutic
Goods Act 1989 to enable the delegate to make an informed decision on whether the
requested change is acceptable and does not change the kind of device in the Register.

It is an offence not to comply with such a notice or to provide information that is false or
misleading in a material particular.

We allow you to provide the information or documents with a reasonable time, being not less
than 10 working days from the day on which the notice is given, as is specified in the section
41JA or section 31 notice. The response period will be clearly stipulated in the notice. If we
have not given you sufficient time to respond, you may ask us for an extension in writing to
the delegate requesting an extension of time.
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Manufacturer — Same Quality Management System (QMS)

When considering requests for variation of the manufacturer's name or address, we will
assess whether the manufacturer responsible for applying the QMS related to the design,
production, packaging, and labelling of the device is still the same.

If the manufacturing quality system and control over the design and production has changed,
(acquisition, bankruptcy, death, winding up) we may not accept the request to change the
ARTG entry and may require the sponsor to submit a new application for inclusion of the kind
of device in the ARTG.

If the manufacturer can demonstrate that the QMS remains exactly the same and has not
changed due to a name change or relocation, then this will be accepted.

Intended purpose — Changes

If the manufacturer has changed the intended purpose of the device of which has not been
previously assessed by us, such as broadening the clinical indications, the sponsor is
required to apply for a change to the ARTG.

Changes that expand or contract the intended purpose must not change the kind of device or
the classification of the device. This is required to be taken into consideration prior to
submitting the variation application.

GMDN code and term

The GMDN code and term applied to the kind of device in the ARTG at the time of inclusion
is valid for the whole life cycle of the ARTG entry.

We do not require the sponsor to vary the GMDN code if it becomes obsolete (inactive) in the
TGA GMDN or the GMDN agency database.

However, the manufacturer who is responsible for determining the appropriate GMDN code
for a device or range of devices may decide to apply a more relevant active term to describe
their device. In this case the sponsor can request to vary the GMDN code on the ARTG entry
by submitting an application to us.

The GMDN code and term must not change the kind of device in the ARTG and must align
with the intended purpose, classification, and product characteristics of the device.

TGA Conformity Assessment Certificates

For ARTG entries supported by TGA Conformity Assessment Certificates, the manufacturer
must, under section 41EJ of the Act, notify our Devices Conformity Assessment Section
(DCAS) of any plans for changes to the quality management system; product range covered
by those systems; or product design of the kinds of medical devices covered by the TGA
issued conformity assessment certificate.

The sponsor should first contact devices@tga.gov.au to check whether they are required to
submit a Conformity Assessment Application Form for any changes to the device and
subsequent change to the ARTG entry.

IVD Variation application form

Class 1, 2 and 3 IVD medical device ARTG entries are for a kind of device. The supply of an
additional device of the kind requires notifying us if the additional device is consistent with a
device described by Regulation 5.12 of the Regulations.

Varying entries in the ARTG — Medical devices and |IVD medical devices Page 8 of 29
V5.0 July 2024 OFFICIAL



OFFICIAL

Therapeutic Goods Administration

The variation of the ARTG entry for the approval to supply the additional device of the kind
requires the identification of the additional device. The application form has Device Product
Characteristic questions that are mapped to Regulation 5.3(1)(j) of the Regulations. If you
answer yes to any of the questions in the Device Product Characteristics section of the form
you will be prompted to identify the device (with the name of the device, as it appears on the
labelling for the device). You must use the ‘Add’ function to add the additional device of the
kind to the application for variation. Do not delete the existing active IVD unless you are no
longer supplying the device.

Some devices require notification but are not captured by the questions in the Device
Product Characteristics section of the form. For example, devices that are captured by
Regulation 5.3(1)(j)(viii) are not required to be identified, unless the device is also consistent
with another sub-paragraph of Regulation 5.3(1)(j).

Note

A variation is needed to add another device of the kind. If the variation is
about information in the ARTG entry or about a performance characteristic
for existing devices, a change request application is needed.

o A change to the intended purpose in the ARTG entry also requires a change
request application. However, if you intend to supply an additional device of
the kind that requires natification to us, and a change in the intended
purpose in the ARTG entry is also required, you should attach a document

including the replacement intended purpose to the variation application
form.

When applying for a variation to an IVD medical device please attach the manufacturer’s
Australian declaration of conformity.

Note: the IVD variation form is not applicable for Class 4 IVDs as these ARTG entries have a
single UPI.

Note
o The IVD variation form is not applicable for Class 4 IVDs as these ARTG
entries have a single UPI.
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Making a decision on your application

Approval

Once we have made a decision to vary the ARTG, we will send you a decision letter. Read
the decision letter carefully, especially the list of changes approved that is in line with the
variation request. You are required to wait for approval before implementing a change. You
are breaching a condition of inclusion in the ARTG if you implement a variation before the
Secretary has approved it.

Rejection

If the delegate makes a decision not to vary the ARTG, the decision letter will include a
statement of the reasons for the decision; and information on your rights to seek a review of
the decision.

Under section 60 of the Therapeutic Goods Act, a person whose interests are affected by
an initial decision made under the Act may, by notice in writing given to the Minister, request
the Minister to reconsider the initial decision.

How do | request a variation of my ARTG entry?

The following questions will assist you when deciding which application form you need to
use:

1. s your device a Class lll or AIMD device, and are you requesting to vary information
relating to any of the following:

- UPI
—  Total number of devices
— Functional description
—  Product variant list
= YES - use the Class IlII/AIMD Variation Application form.

2. Is your device an IVD device, and is the additional device of the kind a device that
requires notification (Regulation 5.12)?

= YES - use the IVD Variation Application form.

In ALL other cases, use the (Device Change Request) form.
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The application process

You need to login into your sponsor TGA Business Services (TBS) account to access the
application forms.

Step 1 - Login to TGA Business Services

Enter your username and password.

'},h Australian Government

5% Department of Health
Therapeutic Goods Administration

Login to TGA Business Services

Forgotten your password?

Reset Password | Privacy | Help

Step 2 - Select the relevant variation application type

From the ‘Applications’ menu, under the heading Medical Device select the relevant variation
application type.

(& Apphcations ~ $ Fnancials E Documents ~ & Your TGA ~

Annual Charge Exemption

Bloleglcals

Listed Medicine Export Only Medicine Manufacturers

NOUncaton and Dectaration
Medical Device
Device/OTG Appikation
Joind Impiant
Reciassificabon

s Class HYAIMD Variation
VD in-house Notification
Manufacturer Evidence
Conformity Assessment

s VD Variation

w Request Change
GMODN Hedp
Medal Device Incident

Reéporting

Biological Application
Submission

Medicine Shortages
Nolification

Submission

Prescription Medicine
Pre-Submission

Single Medicine Apphcation
Composite Pack Appication
Subimission

General Listing
Compostie Pack
Code Stk

Medkine Kit

Change Muitipie Current
Listings

Submission

Listed Medxcine Label
Checkiist

Welkome Page
Regulatory Actions
Sponsor Canceiation

$.263 - Soicly for Expont
Medxine Kn

S 26 - Export Only
General Listing
Composae Pack

Change Multipie Current

Listings
Export Cenificates
Listable Product (CLP)
Pharmaceutical Proguct
(CPP)
Exempt Proouct (CEP)
Sudbmisson
Export Only
Solkely for Expon

Cenincates

Cenacation Applx anon
Clearanc e Appikation
Declaration

Licence Application
Non-Prescription
Medicines

News. Sysiem Upgrade in
Progress
Non-Prescription Medicine
Non-Prescaption Composite
Pack

Change Multpie ARTG
Entnes

Wekome Page

NCE AppIK ation
Submission

& Work in progress {Z View a8 deants
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Step 3 - Select relevant form

There are three application forms available:

1. Class llI/AIMD Variation

2. Request change (Device Change Request) — All classes of devices

3. VD Variation

Class llI/AIMD Variation form user guide

The Class IlI/AIMD Variation application form is used to vary an existing Class Ill or Class
AIMD ARTG entry.

To make a variation to an existing Class IlI/AIMD ARTG entry, select ‘Class IlII/AIMD
Variation’ from the ‘Applications’ drop-down menu.

Page 1

Under the ‘Application Details’ section, the ‘Sponsor’s own reference’ field will be blank to
start with. This will be populated in the next few steps.

The ‘Sponsor Details’ section will be pre-populated with your information. If the information is
incorrect, please amend them.

Next, search for the ARTG entry you wish to vary, by selecting the ‘Search’ button as
highlighted below.

-I'GACBusincsS Variation of Device Application

Services

Close )| Save ) Helf

Page 1 Application Identifier: Will be generated on save

Application Details
* Application for Medical Device - Included

* Sponsor's own reference:

Sponsor Details
* Applicant address:

* Sponsor name:
* Contact name:
Contact email:
This application is to: @® Make a variation to an existing ARTG entry
The variation application is to be based on an existing entry by searching the ARTG, selecting a number and then “cloning” to populate the
application form

Search Clone |

Application Class Details

* Class: No Device relevant value found for:

Close Save Help
J / /

A pop-up window will appear — ‘Code Picker - ARTG ID’.

Code Picker - ARTG ID

Seanch :G'...l |m

This will list all the possible ARTG entries available for your selection.

Note: If the list is long (e.g., multiple pages), you can refine your search by entering key
words in the ‘Search for...’ field to narrow down the list.
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From the list you can choose the ARTG entry you want to vary or enter your ARTG number
and press ‘Go!’. Once selected, the Code Picker window will close.

To continue, click on the ‘Clone’ button (highlighted below).

-I'GAL'BusinvsS Variation of Device Application

Services
Close )| Save ) Helg
Page 1 Application Identifier: Will be generated on save
Application Details
* Application for Medical Device - Included
* Sponsor's own reference:

Sponsor Details
* Applicant address:

* Sponsor name
* Contact name
Contact email:
This application is to: ® Make a variation to an existing ARTG entry
n is to be based on an existing entry by searching the ARTG, selecting a number and then “cloning” to populate the
Search Clone
Application Class Details
* Class: No Device relevant value found for:
Close )| Save ) Help )

A dialogue box will appear. Clicking ‘OK’ will populate the application form with all the details
from the selected ARTG entry for use in the new application to vary.

www.ebsacceptance.tga.gov.au says

This selection will create a variation of the ARTG numbered (R Dc

you want to continue?

The ‘Sponsor’s own reference’ field under ‘Application Details’ will now be filled.

TGAP&::';L'-'I:* Variation of Device Application

Weew Irtine App | Vabdate Help

Page 1 Agphcabon Identfer. DV-2022-DA
Application Details
Apphcabion lor Medcal Dence - Inchuded
. Sponsor's oan relesency Varabon of ARTG number
Spensor Detalls
Appicant addeis
Sporsor name
Contact name
Contact email
Application Class Details
Class Class Il
=] Close Save View Erfire App | Valsdale =

Click ‘Next’ to continue.
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Page 2

The following page is where you will make the variation(s) to the ARTG entry.

TGA Business Variation of Device Application
Services

Plevnous/ Hext ) Close ) Save ) View Entire App ) Validate )

Page 2

e vanation applhication is for ARTG ¢

N Are you changing to an EU MDR ®

)Yes O No
certification?
* Are you varying the intended O Yes O No
purpose?

Previous | HNext ) Closc/ Save ) View Entire App | Validate

If you select ‘Yes’ to ‘Are you changing to an EU MDR certification?’, please enter the ‘Date
of effect for EU MDR changes’.

* Are you changing to an EU MDR ® ves O No
certification?

* Date of effect for EU MDR | ‘ =)
changes

If you are varying the intended purpose in the ARTG entry, amendments can be made in the
free text field for the proposed intended purpose. Please select the appropriate radio button
below to reflect the intended purpose (refer to the example below).

* Are you varying the intended ® ves ONo
purpose?
Existing intended purpose The is for treatment of supraventricular/ ventricular tachycardia rhythm disturbances or AV node re-entry tachycardia by rf

ablation This includes WPW syndrome, atnal flutter; atrial fibnillation; atrial tachycardia; ventricular tachycardia; ablation of the bundle of His or the
atrioventricular node in the case of therapy resistant tachycardia atnal fibrillation (as palliative measure), and pulmonary vein isofation in the case
of left atrial fibnllation and flutter

* Proposed intended purpose The is for treatment of supraventricular/ ventricular tachycardia rhythm
disturbances or AV node re-entry tachycardia by rf ablation. This includes WPW syndrome; atrial
flutter; atrial fibrillation; atrial tachycardia; ventricular tachycardia; ablation of the bundle of
His or the atrioventricular node in the case of therapy resistant tachycardia atrial fibrillation (as
palliative measure); and pulmonary vein isolation in the case of left atrial fibrillation and flutter,

* Is there any change in scope to O Yes, reduction in scope
the intended purpose?
) Yes, expansion in scope
No change
ous )| Mext ) Close ) Save ) ViewEntire App) Validate )

You can then proceed to the next page of the form. All the details you see initially are the
same as the original device you selected to change.
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Page 3

Under Manufacturing Details (Other Classes), you can modify the details for the ‘Unique
product identifier’, ‘Functional description’, and the ‘Total number of devices covered'.

TGA ‘s Variation of Device Application

. - | Ve lvns fon | Vandes -

Page Manutacturing Detals (Other Classes) Agheston evaber OV 20%.0A

[T Dwen o T aamyre P4, (50000]

(AN e s Banrgton GO (ade eaamgre 1O000C]

[ BN Bammghe

o hdd Sy e P ———

>

T 6s ot of Sewn et I

Prowiens | e e | W i Apw | Suliee -

[ ———— [SSS——— - — | Sy | D | bty ) e St | s A g o | o P g Bs
e e w aa .y A e

Variant type: you can add an entry to your ‘Variant List’ from the drop-down menu.

Isctope, activity level

Length {cm)

Length (mm)

Model number (see gudance docs)
Mil wariant {as 1 dewvice)

Mumbear of holas

Offset

Opening width {mm)

Product name (see guidance docs)
Quantity/pack

Radiopacity

Shape

Shape - rectangular

Shape - round

Shape - square

Shape - tnangular

Shape (of tip)

Size

Size (cm)

Size (mm)

Suture, colour

Suture, gauge

Suture, needle, physical attnbutes
Suture, no. of strands

Suture, pledgets

Taper

Thicknass

Wolume (mL)

Wicdth feml

Variant range: you can include the new variant range and click on the ‘Add’ button.

* Variant type [ v|
* Variant range |
Add )

You can only select and add one variant at a time to the application.
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If you are adding / removing variants, the total number of devices covered by the entry may
also change. If this is the case, you are required to change this field in the application to
reflect the correct total number of devices.

Note

A value in the variant range must only relate to one physical
characteristic of the device, e.g. diameter.

Different sizes of a variant type can be listed individually in the variant list
or, for example, listed once with a variant range of "4 to 9", as long as that
range doesn't also cover other physical characteristics of the device.

To remove an entry from the Variant List, select the entry number (#) you want to remove
using the small dropdown menu located directly below the list. Then click on ‘Remove’
button. You can only remove one entry at a time.

Variant List
# Variant type Variant range
1 Length (mm) stent length 30-80
2. Length (cm) catheter length 120
3. Length (cm) catheter length 70
4. Diameter (mm) internal 7-10

Remove item number from list

RemoueJ
Previous Hext Close Save View Entire App )| Validate

Once you've finished modifying on this page, click on ‘Next’ button to proceed.
Page 4

The final page of the form ‘Applicant’s Certification” allows you to review the information and
attach supporting information.

TGA * Variation of Device Application

Applicant’s Certification

I being a person authorised to make this application hereby certify that

1. For changes to manufacturer details, the legal entity has not changed and the QMS remains the same
2 The manufacturar hoids appropriate evidence of product assassment for the kind of device included in this ARTG entry

Ewi npncgnlprdmasse:smenlm s\hepr: ided if requested for the kind of device to verify the device meets the requirements specified in Use of market authorisation evidence from comparable overseas regulators / assessment
hod dic din

In electronically submitting this application to TGA, | hereby declare that in relation to this medical device the information given in this application and the above statements on this decaration form are current and correct

| agree ®Yes U No
(End of Form)
Previous | Close ) Sawe ) View Entire App) Validate ) Continue Help

Attach/Add Supporting Information: select the ‘Add’ button which opens the File Upload box.
Select the ‘Document type’ (e.g., a Design Examination Certificate), then select the ‘Choose
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File’ button to search for the document. Once completed, click on the ‘Add’ button to attach
the document to your application.

) hitpsy//www.ebsacceptance.tga.gov.au/ecbs/Devices/DWebFilelU.n AY

File Upload

Application/Certificate Id DV-2022-DA-00:
Document Type Design Examination Certificate ~
Click Button to Select File Choose File | No file chosen

Add

Please complete

e The Document Type
e Select the File to be submitted

Attached documents can be removed by selecting the ‘Remove’ button.

* Add Design Examination Certificate - DE Certificate (Test) pdf Remove
7

If you agree with the terms of the declaration select the radio button “Yes’, then click the
‘Validate’ button.

| being a person authonsed to make this application hereby certify that

1. For changes fo manufacturer details, the legal entity has not changed and the QMS remains the same

2. The manufacturer holds appropriate evidence of product assessment for the kind of device included in this ARTG entry.

Evidence of product assessment must be provided if requested for the kind of device to verify the device meets the requirements specified in Use of market authonsation evidence
from comparable overseas regulators / assessment bodies for medical devices (including IVDs)

3, Sufficient information to substantiate compliance with the essential principles is available and can be presented on request

4. The information given in or with this application in relation to this medical device is complete and comrect

In electronically submitting this application to TGA, | hereby declare that in relation to this medical device the information given in this application and the above statements on this
declaration form are current and correct

| agree ®Yes O No
{End of Form)
Previous Close Save View Entire .ﬂp|) Validate Continue ”tlp

If there are any validation errors, they will appear in ‘blue bold’ text in the top left-hand corner
of the form (see example below).

Note: All validation errors highlighted in blue text must be addressed first to proceed.

'I'GA'BusincSS Variation of Device Application

Services

Previous ) Close ) Save || View Entire App) Validate )| Continue )

You have not attached a supporting document

Page § - Applicant's Certification

Once you have successfully validated your application, please review your entire
application before you submit, by selecting ‘View Entire App’
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TGAuHusi_ness Variation of Device Application

Services

Previous Next Close Save View Entire App Validate

Note
If you click on ‘Close’ button, the application will be saved in your Drafts list.

If you want to go back and edit your form, select the ‘Edit’ button, then ‘Previous’ button to go
back and make changes. Once you are happy with your application, select ‘Validate’ and
then ‘Continue’ to submit.

Once your application has been submitted for processing, your Application ID will be
displayed (see example below).

TGA\ v Variation of Device Application

jour Varlation of Device Application, DY-JOZEE-DA-0 . has betn submitted for procsssing
Thask you Tor the sulbmission of your applitation. Should this application incur a fee, 8 copy of the irroice will be emailed 10 you and 1o e billing comtact for the clent

Payment of application fee

An invoice will be sent out under a separate notice once the application has been receipted
by us.

When the sponsor has paid the invoice, the application will join the assessment queue.

Request Change (Device Change Request) form user guide
The Device Change Request application form is used to vary existing ARTG entries.

To make a device change request, select ‘Request Change’ from the applications drop-down
menu. It will take you to the first page of the application form.

The ‘Sponsor Details’ section will be pre-populated with your information. Please amend if
necessary.

Select ‘Variation to ARTG Included Entry (Medical Devices and IVDs) under the Change
type field.

Next, search for the ARTG entry you wish to vary, by selecting the ‘Search’ button as
highlighted below.
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Close ) Save ) Print |

Therapeutic Goods Administration

Help

§
Applicant address.
Sponsor name
Contact name
Email address:

Phone number

Change Request

Change type O Variation to ARTG Listed Entry (OTG Disinfectants)

O Variation to ARTG Registered Entry (Legacy Disinfectants)
® \ariation to ARTG Included Entry (Medical Devices and VDs)

ulate the application form. Once cloned the ARTG can not be changed and the Change Type selection will be locked

Search | Clone
_—
ARTG number
Payment Details
Close Save Print

A pop-up window will appear — ‘Code Picker - ARTG ID’

Code Picker - ARTG ID

Search "G'...l |m “

This will list all the ARTG entries available for the medical devices you have registered.

Note: If the list is long (e.g., multiple pages), you can refine your search by entering key
words in the ‘Search for...’ field to narrow the list.

From the list you can choose the ARTG entry you want to vary or enter your ARTG number
and press ‘Go!’. Once selected, the Code Picker window will close.

To continue, click on the ‘Clone’ button (highlighted below).

IGALBW"N Device Change Request
Services

Close | Save ) Print |

Help

$
Applicant address
Sponsor name
Contact name
Email address

Phone number

Change Request

Change type O ariation 1o ARTG Listed Entry (OTG Disinfectants)

O Wariation to ARTG Registered Entry (Legacy Disinfectants)

® vaniation to ARTG Included Entry (Medical Devices and IVDs)

| 3 be xisting entry by searching tt
opulate the app nce cloned the AR 5 can not be change

Search | Clone
ARTG number
Payment Details
Close | Save Print

A dialogue box will appear. Clicking on ‘OK’ will populate the application form with all the
details from the selected ARTG entry for use in the new application to vary.
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www.ebsacceptance.tga.gov.au says

This selection will create a variaticn of the ARTG numbered_ Sy
Once cloned the ARTG can not be changed and the Change Type
selection will be locked. Do you want to continue?

The application form will now show the ARTG entry to be varied. Click ‘Next’ to continue.

The following page is where you will make the variation(s) to the ARTG entry. Please ensure
you complete the mandatory questions on of the application form (as shown below with the
red asterisks).

TGA Business Device Change Request

Plc\nous/‘ Next i Closc) Save ) Validate ) Submﬂ) Print

Page 20f3
ARTG number
x Are you making the same change across JYes ONo
multiple ARTG entries?
x Are you changing to an EU MDR/IVDR 'Yes ONo
certification?
x Are you changing manufacturer details (i.e O Name O Address O Both O Neither
name and/or address)?
! Are you seeking o link your ARTG entries DYes ONo
to a new approved notification of
Manufacturer Evidence (ME)?
* Are you varying the intended purpose? OvYes ONo
x Are you varying the GMDN code and OvYes ONo
description?
Payment Details
Fee .

Plewous) Next ) Close) Save ) Valsdne) Subnm/x Print

If you are making the same change across multiple ARTG entries, select ‘Yes’. You will need
to search for the ARTG entries you wish to vary, by clicking on the ‘Search’ button, this will
open a new search window titled Code Picker - ARTG ID.

* Are you making the same change across ®ves (No
multiple ARTG entries?

& Choose up to 9 additional ARTG entries for Search
which you're making the same change: ==

You can choose up to 9 additional ARTG entries for which you are making the same
change.

Click on the ‘Search’ button to proceed. You can add one entry at a time.

Once selected, the Code Picker window will close.
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Note

One Device Change Request application form can be used for up to 10
ARTG entries if the change request is same for each entry.

Examples of this could be a change of manufacturer's name and /or
address, or change of manufacturer evidence ID.
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If you intend to remove the chosen ARTG entry, you need to select the ARTG from the list
and click on the ‘Remove’ button. Note that you can only remove one entry at a time.

* Choose up to 9 additional ARTG entries for

Search Remove
which you're making the same change -

If you select ‘Yes’ to ‘Are you changing to an EU MDR/IVDR certification?’, please enter the
‘Date of effect for EU MDR/IVDR changes.

® Are you changing to an EU MDR/IVDR ®Yes ONo
certification?

* Date of effect for EU MDR/IVDR changes: ‘:\

If you are varying the manufacturer details (i.e., manufacturer name and/or address), you will
need to provide evidence supporting this change, either through an already approved
Manufacturer Evidence, or, through supporting evidence to be uploaded at a later page.

® Are you changing manufacturer details (i.a. CiName () Address ® Both () Naither
name and/or address)?

® Where is your evidence supporting this @® In approved Manufacturer Evidence (ME)
change? . . '
(_'In supporting evidence to be supplied later
Note
The supporting evidence is a letter from the manufacturer or notified body
stating when and why manufacturer details (name or address) changed, that the

quality management system did not change, and the company remains the
same manufacturing legal entity.

If you intend to link your ARTG entries to a new approved manufacturer evidence, you need
to choose the manufacturer evidence identifier from the drop-down menu.

* Are you seeking to link your ARTG enfries @ ves () Mo
to a new approved notification of
Manufacturer Evidence (ME)?

* Choose Manufacturer Evidence: | -- Please Select --

If you are varying the intended purpose in the ARTG entry, amendments can be made in the
free text field for the ‘New intended purpose’. Please select the appropriate radio button
below to reflect the intended purpose (refer to the example below).
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Aurg you vanying e intended punpose’ ®ves O Mo
Endsting intanded purpose connary guide wires ane indicated to faciitale the placement of intarventional cardiclogy cathabers with

- T e o E——
cardiology catheters with compatible guide wire lumen during Dntervestional procedure.

Is thare amy change in scops to the

intended purpasa¥ Yas, raduciion in scope

a5, exparsion in soope
N changs

If you intend to vary the GMDN code and description, select ‘Yes’ and then click on the
‘Search’ button, which will open a new search window.

* Are you varying the GMDN code and @ Yes ) No
description?
* GMDN code and description: >
Search
* Does this GMDM code change the kind of Oives ) No
device?

The Global Medical Device Nomenclature (GMDN) is a system of internationally agreed terms used to identify madical
devices. The GMDN is developed and maintained by the GMDN Agency. The GMDN terms applicable to different classes of
devices are prescribed under Regulation 1.7 of the Therapeutic Goods (Medical Devices) Regulations 2002. A link to these
Regulations and further GMDN guidance can be found on the Medical Device and IVD pages of the TGA website.

Search by: ® GMDN Text © GMDN Code

GMDN Text: 0 | { Search J (Minimum 3 characters to search for text)
*Keywords including AND, AND NOT and OR may be used to refine your search

[ View Definition | |- Enter a search—————— -

Each "GMDN term’ is made up of the following data elements: a GMDN code, GMDN term name, and GMDM definition. The
GMDN is a living dataset. To keep the dataset current, the GMDN Agency regularly updates the term names and definitions
linked to GMDN cedes. A copy of the GMDN Agency dataset is integrated into this secure area of the TGA business portal and
can be searched here. This search will show only the most recent term name and definition for GMDN codes currently held
within the TGA business portal

[ OK I l Cancel J

Your search can be refined by selecting either the ‘GMDN Text’ or the ‘GMDN Code’. Select
the GMDN code and term that is relevant for the kind of device in the nominated ARTG entry
and click on ‘OK’ to proceed. The selected GMDN code and term will appear in the
application form.

Note: The proposed GMDN code should not change the kind of device.
Select ‘Next’ to continue.

If there are further changes not already identified, please provide information on the other
changes you are seeking in the ‘Please describe changes’ field (as highlighted below).

If you have recently submitted DCR or variation applications which are of relevance to this
current application, please provide the submission/application ID(s).
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Espelol)
ARTG enambar
L Are thisns any other changes you ang i Yas CIMa
sepiing which have rot been identified
abarva™

# Please descrits changes

TGA identifiers. for recently submitted DR
o Vaiptioh Soplc i foviring darilar
changes o offver medical devices

Attach/Add Supporting Information: select the ‘Add’ button which opens the ‘File Upload’ box.

Attach [ Add Supporting Information

This function allows the attachment of supporting documentation for the application.

Class | non-sterile, non-measuring, Class 1 IVD, Class | export only, and Class 1 IVD export only: Applications must have a signed copy of the Declaration of Conformity
attached.

All other classes: The application must be accompanied by supporting information appropriate to the class of device in the Use of market authorisation evidence from
comparable overseas requlatory bodies for medical devices quidance document.

Add No Attachments

Select the ‘Document Type’, then select the ‘Choose File’ button to search for the document.
Once completed, click on the ‘Add’ button to attach the document to your application.

W File Upload - Profile 1 - Microsoft Edge — [} >

) http=//www.ebsacceptance.tga.gov.au/ebs/Devices/DWebFilel)

File Upload

Application/Certificate Id DV-2022.CR-00
Document Type [=Please Select — ~)
Click Button to Select File | Choose File | No file chosen

Add J

Please -cotnploto

* The Document Type
e Select the File to be submitted

If you agree with the terms of the declaration, select the radio button ‘Yes’, then click on the
‘Submit’ button.

Declaration:

The applicant certifies:

1 For changes to manufacturer details, the legal entity has not changed and the QMS remains the same.

2. The manufacturer holds appropriate evidence of product assessment, for all the devices of that kind (if applicable).

“Evidence of product assessment must be able to be provided if requested for the kind of device to verify the device meets all the regulatory requirements.”
Use of market authorisation evidence from comparable overseas regulators / assessment bodies for medical devices (including IVDs)

3. The information included in or with the application is complete and correct.

PLEASE NOTE: A false declaration will result in the device entry being removed/cancelled from the ARTG.
|l agree ®Yes ONo

Payment Details

Plem'ous) Close ) Save ) Validate ) Mmit) Print )

If there are any validation errors, they will appear in ‘blue bold’ text in the top left-hand corner
of the form (see example below).

Note: All validation errors highlighted in blue text must be addressed first to proceed.
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Services

TG eBusiness Device Change Request

Previot|5) Hext ) Close ) Save ) Validate ) Suhnli‘t) Primt )

Please attach supporting evidence

If you intend to make changes to any of the previous pages, clicking on the ‘Previous’ button
will take you to the previous pages of the application form.

Note
o If you click on the ‘Close’ button, the application will be saved in your Drafts
list.

Once you have corrected the error(s) in the application, click on the ‘Submit’ button. This will
end the session.

TGA"EE::!::L:C Device Change Request

Homa |

i Divicd Chandgs Reguest DV.2022.CH-00 b boen silenited lod piociiding,

Thank you for the submission of yowr application. Skould this application incur @ bee. & copy of the imvolos will be emailed 1o you and to the billing contact for the cliant.

Hesme |

Payment of application fee

An invoice will be sent out under a separate notice once the application has been receipted
by us.

When the sponsor has paid the invoice, the application will join the assessment queue.

IVD Variation application instructions

An application to vary an IVD entry is like the Class IlI/AIMD process, however the first page
displays as Variation of IVD Device Application.

Complete the Sponsor reference field with information that will differentiate the application
from similar applications.

Use the Search function to review your current ARTG entries and select the ARTG entry that
you intend to vary. The ARTG entry will display in the form. Use the Clone function to capture
information from the ARTG for this entry.

The Application Class Details section of the form requires careful scrutiny.

Varying entries in the ARTG — Medical devices and |IVD medical devices Page 25 of 29
V5.0 July 2024 OFFICIAL



OFFICIAL

Therapeutic Goods Administration

Does this application include any IVDs that are: ® ves O No
- Class 3 and intended for detecting the presence of, or exposure to, a

sexually transmitted agent

- For managing and manitoring the treatment of infections diagnosed using

Class 4 IVD

- To be supplied for use in a national disease screening program

- Non-assay specific quality control material that is intended for monitoring a

Class 4 IVD

- To be supplied under the Pharmaceutical Benefits Scheme

- Intended for point-of-care testing

- Intended for self-testing

- Intended for use as an IVD companion diagnostic? (Q60)

Does this application include a system or procedure pack? (Q64) Yes  No

Does this system or procedure pack contain a medicine? (Q65) Yes  No

If the additional device of the kind is consistent with any of the devices described as above,
answer Yes and the form will display the IVD Name and Category Section. Enter the name
of the device and select the option from the displayed list (note that more than one category
can be selected). Complete the relevant fields and select the Add button to include the
additional IVD on the New IVD Names and Categories list.

IVD Name and Category
Name of IVD: [Device Name (as it appears on the labelling)

Category: Class 3 sexually transmitted agent testing
O wp Companion Diagnostic
O Managing/monitoring treatment of infections diagnosed using Class 4 IVD
[J National disease screening program
O Non-assay specific quality control material for monitoring a Class 4 IVD
[J Pharmaceutical Benefits Scheme
Point of care testing
) Self Testing
Add )

Active IVD Names and Categories
1. New IVD a X
Class 3 sexually transmitted agent testing

On the bottom left of the form the current (active) devices identified in the ARTG entry are
displayed with a red cross. Do NOT press this red cross unless you require the inactivation of
the device (no longer supplied). The inactivation of the device will remove it from the ARTG
certificate.

Upon the use of the Add function the new device will appear on the bottom left of the
application for variation form.

Active IVD Names and Categories
1. New IVD a ¥
Class 3 sexually transmitted agent testing

Inactive IVD Names and Categories
New IVD Names and Categories
1. Device Name (as it appears on the labelling) @
Class 3 sexually transmitted agent testing
Point of care testing

Once you have added the extra details, select the Next button to continue.

The final page of the form allows you to review information and attach supporting
information.

To attach supporting information, select the Add button which opens the File Upload box.
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I\i‘ File Upload - G
| @ ebsacceptance.tga.gov.au/ebs/Devices/DWebFileU.nsf/Upload?OpenFor...

File Upload

| Application/Certificate Id: DV-2022-IVA-00 -1
Document Type: Declaration of Conformity sl
Click Button to Select File: Choose file | No file chosen

| Add )

Please complete:

¢ The Document Type
¢ Select the File to be submitted.

You will need to select Document type, and then select the Browse button to search for the
document. Once complete, select the Add button to attach the document to your application.

Please agree with the terms of the declaration and select the Validate button.

Preuinus’J CloseJ Save ) View Entire App; Validate ] CantinueJ

If there are any validation errors, they will appear in 'blue bold' text in the top left-hand corner
of the form. You need to correct any of these to proceed.

TGAeBusiness Variation of IVD Device Application

Services

Previous )| Close ) Save ) View En‘tireApp) Validate ) SuhmitJ

You have not attached a supporting document

If you Save and then close the application after you have reviewed the whole document the
application will be saved into your draft folder.

Once you have successfully validated the application, select ‘Submit’.
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Version history

Version Description of change Effective date
V6.0 Updated screenshots to Medical Devices December 2025
remove outdated fees Authorisation Branch
V5.0 Removed DCAS contact Medical Devices July 2024
email. Added devices Authorisation Branch
contact email address.
V4.0 Inclusion of fee information | Medical Devices August 2023
Authorisation Branch
V3.0 Updated fees related Medical Devices July 2023
information based on the Authorisation Branch
amended Regulations due
to medical device fees for
2023-24.
V2.0 Revised to add additional Medical Devices October 2022
steps Authorisation Branch
V1.0 Draft Medical Devices November 2016
Authorisation Branch
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